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DETAILED ACTION 
Claims 64-90 are presented for examination. 

Applicant's Amendment filed November 6, 2008 has been received and entered into the present 
application. 

Claims 64-90 remain pending. Claims 64, 67-74 and 83-87 remain under examination and claims 
65-66, 75-82 and 88-90 remain withdrawn from consideration pursuant to 37 C.F.R. 1.142(b). Claims 64, 
71 and 74 are amended. 

Applicant's arguments, filed November 6, 2008, have been fully considered. Rejections and 
objections not reiterated from previous Office Actions are hereby withdrawn. The following rejections 
and objections are either reiterated or newly applied. They constitute the complete set of rejections and 
objections presently being applied to the instant application. 

Objection to the Claims (New Grounds of Objection) 
Claims 68, 71-74 and 85-87 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base claim and 
any intervening claims. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 64, 67, 69-70 and 83-84 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nantz et al. (U.S. Patent No. 5,869,715; Issued 1999, Filed September 1995) in view of Feigner (WO 
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91/17424; 1991), each already of record, for the reasons of record set forth at p.5-7 of the previous Office 
Action dated August 6, 2008, of which said reasons are herein incorporated by reference. 

Newly amended claim 64 remains properly included in the instant rejection because Nantz et al. 
teaches cationic lipid compounds that are functional to bind and transport polynucleotides, polypeptides, 
pharmaceutically substances and other biologically active species through membrane barriers (col.l, 1.6- 

"V- v-j • 

a' / — \ 

9), wherein the cationic compounds are of the following chemical structure: ' , 

wherein R4 and R 5 may each be, inter alia, alkyl; m is 1-10; Ri and R 3 may each be, inter alia, alkyl; X is 
an anion; and R2 may be, inter alia, an acyloxy containing alkyl group (col. 3, 1.42-67). Such cationic 
lipid compounds disclosed by Nantz et al. correspond to Applicant's instantly claimed compounds, 
wherein R x and R 2 are each independently a linear or branched, unsubstituted or substituted C1-C23 alkyl; 
n is 1-6; R3 and R4 are each independently a linear or branched, unsubstituted or substituted C1-C23 
alkyl; m is 1-10; Z is oxygen; and R 6 is hydrogen or equivalent to R b R 2 , R3 or R4 (i.e., in this case, R 6 
may be linear or branched, unsubstituted or substituted C1-C23 alkyl). Though Applicant has amended 
instant claim 64 to remove the option of Z to be CR 7 Rs, the claims still provide for Z to be oxygen, which, 
when Nantz et al. contains an acyloxy containing alkyl group as, e.g., R2, meets Applicant's instant 
claims. 

Applicant traverses the instant rejection, stating that Nantz et al. discloses three preferred 
compounds of the invention wherein the cytofectin contains a nitrogen substituted with a hydroxylated 
alkyl (Compound A, col.4, 1.23-30), an ether containing alkyl (Compound B, col.5, 1.42-50) and a 
halogenated alkyl (Compound C, col.7, 1.10-20) and further submits that the preference for these three 
compounds is supported by the disclosures of generalized synthetic schemes for these compounds at 
col.4- 13. Applicant asserts that the abstract and summary of the invention fails to disclose cytofectins 
wherein a quaternary nitrogen is substituted with acyl or acyloxy containing alkyl groups and alleges that 
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Nantz et al. fails to suggest a method of making or using such compounds. Still further, Applicant states 
that the claims are amended to exclude compounds wherein the nitrogen can contain an acyl containing 
alkyl group by removing CR 7 Rg from the list of substituents of "Z". Applicant asserts that Nantz et al. 
fails to teach or suggest a compound with a functional group corresponding to COOR' as instantly 
claimed and, because of this fact, the combination of Nantz et al. with Feigner used to render the instant 
invention obvious is moot. 

Applicant's traversal has been fully and carefully considered, but fails to be persuasive. 

Firstly, Applicant appears to be of the persuasion that, because Nantz et al. discloses three 
preferable compounds that do not contain the acyloxy containing alkyl group, this somehow constitutes a 
complete lack of teaching of the claimed compound and/or constitutes a teaching away from the instantly 
claimed compound. This is not persuasive. A preferred or exemplified embodiment does not constitute a 
teaching away from other embodiments disclosed within the four corners of the reference, including non- 
preferred embodiments. Applicant is reminded that the disclosure of a reference must be considered as 
expansively as is reasonably possible to determine the full scope of the disclosure and, as a result, is most 
certainly not limited to that which is preferred and/or exemplified. Please see MPEP at §2123, which 
states, "A reference may be relied upon for all that it would have reasonably suggested to one having 
ordinary skill in the art, including non-preferred embodiments... Disclosed examples and preferred 
embodiments do not constitute a teaching away from a broader disclosure or non-preferred 
embodiments." Thus, the fact that other compounds may be exemplified, claimed and/or preferred does 
not negate or direct the artisan away from the broader teaching of the reference, which expressly provides 
for, and, thus, clearly contemplates the use of, a compound of identical structure to those within the genus 
of compounds instantly claimed. Moreover, Applicant is reminded that there is no legal requirement that 
a reference must exemplify or claim or prefer a particular embodiment in order to constitute a teaching of 
the same. A reference will constitute a teaching so long as the disclosure clearly describes and enables 
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such an embodiment, which, in the present case, such description is clearly found in Nantz et al. 

Compounds of the formula described in Nantz et al. wherein Rl, R2 or R3 may be, inter alia, an 
acyloxy containing alkyl group is clearly an embodiment contemplated, and disclosed, by Nantz et al. as 
evidenced by his teaching at col.3 1.42-67. The fact that the reference may teach embodiments that differ 
from Applicant's own invention does not negate, or teach away from, the teachings of the reference as a 
whole and what the reference as a whole would have reasonably suggested to one having ordinary skill in 
the art at the time of the invention. Furthermore, picking and choosing elements from a reference, such 
as, in the instant case, that the abstract and summary of the invention fail to disclose that the quaternary 
nitrogen is substituted with an acyl or acyloxy containing alkyl group, that differ from those upon which 
the Examiner relics in support of the rejection as a means for discounting the case of prima facie 
obviousness made by the Examiner is not persuasive when Applicant does not clearly acknowledge and 
address the pertinent teachings of the reference upon which the rejection is based, specifically, the 
disclosure found at col.3, 1.42-67, which clearly teaches the compounds discussed in the body of the 
previous rejection. 

Secondly, Applicant also alleges that the reference to Nantz et al. does not teach how to make or 
use cytofectin compounds wherein the quaternary nitrogen is substituted with an acyl or acyloxy 
containing alkyl group. This is unpersuasive for the following reasons: (1) Nantz et al. very clearly 
provides numerous methods of synthesis in the body of the disclosure for various permutations of the 
disclosed compounds. Please see Nantz et al. at cols.4-13. Furthermore, the various methods of synthesis 
are disclosed in a generalized schematic to cover more than one species of compounds to be made such 
that the synthetic methods disclosed are not so limited to only a specific number of species and to the 
exclusion of the compounds upon which the rejection relies. Moreover, Nantz et al. explicitly states that, 
"The subject synthesis schemes present opportunities for a widely flexible array of approaches to 
synthesizing related amine cationic transport molecules." (col. 12, 1.52-54) In other words, the methods 
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provided are simply exemplary and modifications thereof are understood to be within the realm of 
knowledge of one of ordinary skill in the medical and chemical arts. Please also see MPEP §2 164.0 1(b), 
which states, " As long as the specification discloses at least one method for making and using the 
claimed invention that bears a reasonable correlation to the entire scope of the claim, then the enablement 
requirement of 35 U.S.C. 112 is satisfied. In re Fisher, 421 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 
1970)." It is clear that Nantz et al. discloses even more than one method for making the invention 
disclosed and claimed therein and, thus, provides adequate enabling direction to the skilled artisan as to 
how to make the disclosed compounds; and (2) Nantz et al. also is replete with uses of the disclosed 
compounds. Please see, e.g., at least col.l, 1.6-9, which teaches that the genus of cationic compounds 
disclosed therein are lipid compounds that are functional to bind and transport polynucleotides, 
polypeptides, pharmaceutical substances and other biologically active species through membrane barriers. 
Accordingly, the contention that Nantz et al. fails to teach how to make and/or use the disclosed 
compounds is clearly erroneous in view of what is taught within the four corners of the reference and, 
thus, fails to be persuasive in establishing nonobviousness. 

Thirdly, Applicant states that the claims are amended to exclude compounds wherein the nitrogen 
can contain an acyl containing alkyl group by removed CR 7 Rg from the list of substituents of "Z" and, 
thus, Nantz et al. fails to teach the instantly claimed compounds because the instant compounds have a 
"carboxy" group, not an "acyloxy" group as disclosed by Nantz et al. This is clearly unpersuasive. An 
"acyloxy" group as disclosed by Nantz et al. is understood to be an acyl group (i.e., R-(C=0)) bound to an 
oxygen, which clearly meets Applicant's claimed limitation of R 5 wherein Z is an oxygen atom and Pv, 
may be, inter alia, alkyl, etc. Please see p.3 of the instant claims. The allegation that Nantz et al. fails to 
provide for a functional group corresponding to COOR' as required by the instant claims is incorrect 
because the teaching of an acyloxy group very clearly does provide for the group COOR' and Applicant 
has failed to provide evidence otherwise showing that an acyloxy group as taught by Nantz et al. does not 
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meet this limitation. Absent such evidence, the remarks to this effect are not found persuasive. 

Fourthly, and lastly, though Applicant argues that the combination of Nantz et al. with Feigner is 
moot because Nantz et al. does not teach the claimed compounds, such a remark is also clearly 
unpersuasive in establishing nonobviousness of the instant claims because Nantz et al. does, in fact, 
demonstrate that the compounds of the instant claims are taught for the reasons elucidated supra. 
Accordingly, in the absence of any further remarks regarding the combination of Nantz et al. with 
Feigner, it is maintained that the combination of such references as set forth in the previous Office Action 
continues to render the claimed subject matter prima facie obvious for the reasons disclosed therein. 

For these reasons presented supra, and those previously made of record at p. 5-7 of the office 
action dated August 6, 2008, rejection of claims 64, 67, 69-70 and 83-84 remains proper. 

Conclusion 

Rejection of claims 64, 67, 69-70 and 83-84 is proper. 

Claims 68, 71-74 and 85-87 are objected to for depending from a rejected base claim. 
Claims 65-66, 75-82 and 88-90 remain withdrawn from consideration pursuant to 37 C.F.R. 
1.142(b). 

No claims of the present application are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this Office 
action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1. 136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS 
from the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the THREE- 
MONTH shortened statutory period, then the shortened statutory period will expire on the date the 
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advisory action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be calculated from the 
mailing date of the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Leslie A. Royds whose telephone number is (571)-272-6096. The examiner can normally 
be reached on Monday-Friday (9:00 AM-5:30 PM). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Ardin 
H. Marschel can be reached on (571)-272-0718. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer 
Service Representative or access to the automated information system, call 800-786-9199 (IN USA OR 
CANADA) or 571-272-1000. 

/Leslie A. Royds/ 

Patent Examiner, Art Unit 1614 

January 23, 2009 

/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



